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The Applicants respectfully traverse the Examiner's rejections. The Applicants have 
amended the claims to more distinctly claim and particularly point that which the AppHcants 
regard as their invention. The claims are both definite and drawn to statutory subject matter. 

In view of the above and foregoing, reconsideration and withdrawal of the rejections 
under 35 U.S.C. § 101 and §1 12 second paragraph are respectfully solicited. 

Rejection under 35 U.S.C. §11? first paragraph 

The Examiner has also rejected Claim 6 as containing subject matter which was not 
described in the Specification in such a way as to enable the skilled artisan to make andyor 
use the invention. The Examiner fiirther asserts that the Applicants do not disclose the 
transfection with the Introgen vector without the enhanced green fluorescent protein gene, or 
the later insertion of the gene into the vector after transfection. 

The Examiner has also rejected Claims 16-23 and 24-36, for an asserted lack of 
enablement. The Examiner asserts that the Specification does not disclose how to make the 
claimed compositions containing dermal sheath tissue and the claimed carriers, how to make 
the altered dermal sheath tissue so as to make it more susceptible to transfection, how to 
make the claimed wound healing system, or how to make the particular matiices containing a 
gene therapy vehicle. 

The Applicants respectfiiUy ti^verse the Examiner's rejection. The Examiner admits 
that the Applicants teach transfection of a dermal sheath tissue with a vector containing an 
Introgen vector containing the enhanced green fluorescent protein gene (specifically citing 
Page 22 lines 1-9 and line 27 of Page 28 through line 14 of Page 29). Furthermore, the 
Specification amply teaches how one particular nucleic acid can be obtained, as exemplified 
with enhanced green fluorescent protein gene (see Figure 14 of the instant Specification), and 
how it then can be inserted into the gene therapy vehicle, see Page 16, lines 20-21 and Figure 
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1 5 of the instant Specification. ' Therefore, the skilled artisan would have no problem 
practicing the present invention as claimed in Claim 6. Furthermore, the skilled artisan 
would have no trouble substituting an alternative nucleic acid for the one exemplified, e.g., a 



The instant Specification fiirther teaches how to isolate and then implant the dermal 
sheathes of the present invention, see line 5 of Page 17 through line 9 of Page 19. Moreover, 
as stated above, the present invention teaches how to make and use a modified dermal sheath 
of the present invention, e.g.. to transfect cells (see also line 27 of Page 28 through line 8 of 
Page 29). In addition, the instant Specification specifically demonstrates the use of dermal 
s heatiies in wound healing, see e.g.. Page 28, lines 4-1 1 . The instant Specification also 
^demonsti-ates dermal sheath multipotentiallity, i.e., the ability to form a differentiated tissue 
type (see line 24 of Page 26 through line 28 of Page 27). Furthermore, the ability to add 
known carriers etc. to the compositions comprising the dermal sheath tissue/cells of the 
present invention is well within the capability of the skilled artisan using the knowledge 
generally known in the relevant art, and the teachings of the instant Specification. Indeed, the 
skilled artisan having the instant Specification in hand could readily make and use the 
invention as claimed. 

In view of the above and foregoing, reconsideration and withdrawal of the rejections 
under 35 U.S.C. §1 12 first paragraph are respectfiiUy solicited. 

Rejection under ^5 TI.S.C. S102 

The Examiner has rejected Claim 15 asserting that it is anticipated by WO93/22430 
and by what the Examiner asserts is the Applicants' own disclosure on Page 10 line 6. The 
Examiner asserts that WO93/22430 teaches a vector having sites for tiie insertion of genes 

'Figure 15 was not specifically labeled as such, but firom its figure description and its 
being submitted in between Figures 14 and 16, it is unmistakenly identifiable. 

^As to the Examiner's allusion to the insertion of a gene into the vector after 
transfection, the Applicants respectfiilly admit, that they do not understand this interpretation 
of the claim, since the skilled artisan would recognize that the gene is inserted into the vector 
prior to, rather tiian subsequent to the transfection of the vector into the target cell. 



nucleic acid encoding another protein such as collagen. ^ 
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(citing the abstract) and further asserts that the Applicants disclose the commercially 
available Introgen vector that possesses these sites. 

The Applicants respectfully traverse the Examiner's rejection. The Applicants have 

amended Claim 15 to more distinctly claim and particularly point that which the Applicants 

regard as their invention. The Federal Circuit has held that: 

"[t]o anticipate a claim, a reference must disclose every element of the challenged 
claim. . ."PPG Industries, Inc. v. Guardian Industries Corp., 37 USPQ2d 1618 (Fed. 
Cir. 1996). 

However, neither the vector of WO93/22430 nor by the commercially available Introgen 
vector comprise the gene therapy vehicle of the present invention. Therefore, the vector of 
Claim 15 is neither anticipated by the vector of WO93/22430, nor by the commercially 
available Introgen vector. 

In view of the above and foregoing, reconsideration and withdrawal of the rejections 
under 35 U.S.C. §102 are respectfully solicited. 

From the above and foregoing, fiuther and favorable action in the form of a Notice of 
Allowance is believed to be next in order, and such action is earnestly solicited. 

Attached hereto is a marked up version of the changes made to the claims by the 
current amendment. The attached page is captioned "Version with marking to show changes 
made ." 

No additional fees are believed to be necessitated by the foregoing amendments. 
However, should this be erroneous, authorization is hereby given to charge Deposit Account 
No. 1 1-1 1 53 for any underpayment, or credit any overages. 
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In the event that there are any questions concerning this Amendment, or the 
application in general, the Examiner is respectfully urged to telephone the undersigned so that 
prosecution of the application may be expedited. 



KLAUBER & JACKSON 
41 1 Hackensack Avenue 
Hackensack, New Jersey 07601 
(201) 487-5800 

Date: October 25, 2001 



Respectfully submitted, 




MICHAEL D. DAVIS 
Attomey for Applicant(s) 
Registration No. 39,161 
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" VERSION WITH MARKING TO SHOW CHANGES MADE ." 
Claims 9 and 10 have been canceled without prejudice. 

Claims 1-7, 11-15, 17-26, 28, 29, 31, 34 and 36 have been amended as follows: 

1 . (Twice Amended) An isolated Bdermal sheath tissue and/or a cell derived 
therefrom comprising wh uo iii said tih&uu aiid/ui said ^dl can be LUiapiisul a gux^. tlicrapy 
v elii t le f u i Jcliv u iiig at least one selected gene, or functional fragment thereof, and wherein 
said at least one selected gene- or functional fragment thft renf can be dehvered to a target site 
when said dermal sheath tissue is part of a pene therapy vehicle. 

2. (Twice Amended) A gene therapy vehicle for delivering at least one selected gene, 
or functional fragment thereof, to a target site wherein said gene therapy vehicle comprises 
isolated dermal sheath tissue and/or a cell derived therefrom. 

3. (Twice Amended) Ihe Bdermal sheath tissue or a cell derived therefrom 
accordinrto of Claim 1 wherein said dermal sheath tissue or cell is derived from the lower 
portion of a hair foUicle. 

4. (Twice Amended) The Bdermal sheath tissue or a cell derived therefrom 
aLCOidingt oofClaim 3 wherein said dermal sheath tissue or cell is derived from a lower 
third of said hair follicle. 

5. (Twice Amended) Jhe Bdermal sheath tissue or a cell derived therefrom 
accoiding-to of Claim 3 wherein said dermal sheath tissue or said cell is derived from a 
segment or ring of a combination of follicle/tissue cells. 

6. (Twice Amended) A gene therapy vehicle according to Claim 2 which is suitably 
engineered by recombinant techniques so as to include at least one insertion site into which ai 
least one selected gene can be placed. 
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7. (Twice Amended) A gene therapy vehicle according to Claim 6 wherein said 
selected gene is fmictionally inserted into said gene therapy vehicle so that the expression of 
said selected gene results in the provision of the corresponding protein product. 

1 1 . (Twice Amended) A gene therapy vehicle according to Claim 2 wherein said 
selected gene for insertion is aiidiig u d so as to be inserted in frame with the genome of the 
gene therapy vehicle so as to provide for correct expression of said selected gene. 

12. (Twice Amended) A gene therapy vehicle according to Claim 2 further 
com prising a promoter wherein said selected gene is u p u d l i u iially linked to a under the 
transcriptional control of said promoter . 

1 3 . (Twice Amended) A gene therapy vehicle according to Claim 1 2 wherein said 
sebcltid ge ne, is opera t iunally linked t o promoter is an inducible promoter. 

14. (Twice Amended) A gene therapy vehicle according to Claim 1 2 wherein said 
setected-generts-oper aliunally linked t o promoter is a constitutive promoter ; 

15. (Twice Amended) A vector f u i U aiisf o miing ui Uaiisfecting comprisinftthe gene 
tihera pvyehicle oX Claim 2 wherein said vector is prortdedwth further comprises 1 

(i) at least one insertion site int o w^Mch for at least one selected geneySr 
functional fragment thereof, eaii be placed and also'*"---^.__^^^ ^^^^^^ 

(ii) other expression control elements for ensuring that once the vector infects or 
penetrates said tissue and/or cells of said gene therapy vehicle, expression of said selected 
gene can take place. 

1 7. (Amended) A therapeutic composition according to Claim 1 6 wherein said 
composition i s formula t ed t o have has anti-bacterial properties. 
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^- f^riaim 16 wherein said 
A*«pe»«cco>nposUionacco,d„...oCU^ 



^.^nnrt^ftiern^^ 

to Claim 16 wherein said 
««n«tion according to Claim 

„ (Twice Amended) ™d earner is meotpoiated anojoi 

tt.erem,-*'"-"'*'^ idivenng a selected gene, 

,^v.irle for use m delivenng 
, (T.ceA.e„ded) ^ ^"t^:::: said gene .e«P, ve«.— 

:.«.cUona.^^=n.--^.;;;-^::U«,wH«HU^ 
.Ueas. one differentiated tissue we. 
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25 . (Twice Amended) A gene therapy vehicle according to Claim 24 which is 
a d di i tcd t o be provide d acts as a wound healing system. 

26. (Twice-AmeRded)- A-woimd healing system comprising a suitable matrix material 

having iqcorporated and/or embedde^therein, aiid/'ui aj.i>ULiat L J tliucwith. and/or attached 
thereto, a genetiief apy vehlcleaccording to Claim 24. 

28. (Twice Amended) A wound healing system according to Claim 26 wherein said 
matrix material comprises collagenous gels or lattices constructed from reconstituted collagen 
01 liiglily cuiuplcA uilxtmes uf icaou&UuLtul collagen . 

29. (Twice Amended) A wound healing system according to Claim 28 wherein said 
matrix material comprises mm ponents from an extra cellular matrix products. 

31. (Twice Amended) A wound healing system according to Claim 30 adapted for 
usHir^ for treatment of acute, and/or chronic, and/or minor, and/or severe, wound healing. 

34. (Twice Amended) A wound healing system according to Claim 33 wherein one of 
said cell types, in addition to said dermal sheath tissue, and/or said cell derived therefrom 
aiid/ui cdlj> t>picdll> wluAd> aj .j mtial c J v^idihaU fulliclcs , comprises dermal papilla tissue. 

36. (Twice Amended) A therapeutic composition according to Claim 34 wherein one 
of said cell types, in addition to said dermal sheath tissue, and/or said cell derived therefrom, 
aiid/ui Ldh lyyi^My tluAd^ jj.j.uLiat L d v^iailiaii fulliclcs . comprises dennal papilla tissue. 
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